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DETAILED ACTION 

1 . This application claims benefit of the foreign application: 
AUSTRALIA 2003901815 with a filing date 04/15/2003. 

2. Amendment of claim 3-6, 9-10, 12-14, 17 and 23-25, cancellation of claims 2 and 
1 8-22, and addition of claims 26-32 in the amendment filed on November 26, 2008 is 
acknowledged. Claims 1 , 3-17 and 23-32 are pending in the application. No new matter 
has been found. Since the newly added claims 26-32 are commensurate within the 
scope of invention, claims 1 , 3-17 and 23-32 are prosecuted in the case. 

Information Disclosure Statement 

3. Applicant's Information Disclosure Statements filed on December 16, 2008, and 
August 31 , 2006 have been considered. Please refer to Applicant's copies of the 
1449's submitted herein. 

Responses to Election/Restriction 

4. Applicant's election with traverse of election of Group II claims 1 -1 7 and 23-24, in 
part (now are 1,3-17 and 23-24, in part), in the reply filed on November 26, 2008 is 
acknowledged. Election of the compound of Example 1, i.e., 2-(2,6- diisopropyl- 
phenoxy)-tetrahydropyrano-6-yl, dihydrogen phosphate, as the single species is also 
acknowledged. The traversal is on the grounds that the Examiner expand the search to 
cover the broader genus. This is found not persuasive, and the reasons are given 
infra. 
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Claims 1,3-17 and 23-32 are pending in the application. The scope of the 
invention of the elected subject matter is as follows. 

Claims 1,3-17 and 23-24, in part, drawn to phosphate derivative compounds of 
phenolic hydroxyl compounds of formula (II) thereof, i.e., 



The claims 1,3-17 and 23-32 herein lack unity of invention under PCT rule 13.1 
and 13.2 since the compounds defined in the claims lack a significant structural 
element qualifying as the special technical feature that defines a contribution over the 
prior art, see Pla i Rodas et al. CAS: 108:186992. Pla i Rodas et al. disclose similar 
phosphate derivative compounds of formula (I). Accordingly, unity of invention is 
considered to be lacking and restriction of the invention in accordance with the rules of 
unity of invention is considered to be proper. Furthermore, even if unity of invention 
under 37 CFR 1 .475(a) is not lacking, which it is lacking, under 37 CFR 1 .475(b) a 
national stage application containing claims to different categories of invention will be 
considered to have unity of invention if the claims are drawn only to one of the following 
combinations: 

(1) A product and a process specially adapted for the manufacture of said product', or 

(2) A product and a process of use of said product; or 

(3) A product, a process specially adapted for the manufacture of the said product, and a use of 
the said product; or 
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(4) A process and an apparatus or means specifically designed for carrying out the said 
process; or 

(5) A product, a process specially adapted for the manufacture of the said product, and an 
apparatus or means specifically designed for carrying out the said process. 

And, according to 37 CFR 1 .475(c) 

if an application contains claims to more or less than one of the combinations of categories of 

invention set forth in paragraph (b), unity of invention might not be present. 

However, it is noted that unity of invention is considered lacking under 37 CFR 

1 .475(a) and (b). Therefore, since the claims are drawn to more than a product, and 

according to 37 CFR 1 .475 (e) 

the determination whether a group of inventions is so linked as to form a single general inventive 
concept shall be made without regard to whether the inventions are claimed in separate claims or 
as alternatives within a single claim. 
The claims lack unity of invention and should be limited to only a product, or a 

process for the preparation, or a use of the said product. In the instant case, Groups I- 

V are drawn to various products (i.e., formulae (I) -(II), etc), processes of making, and 
the final products do not contain a common technical feature or structure, and do not 
define a contribution over the prior art, i.e., similar phosphate derivative compounds of 
Pla i Rodas et al. Moreover, the examiner must perform a commercial database search 
on the subject matter of each group in addition to a paper search, which is quite 
burdensome to the examiner. 

Claims 1, 3-17, 23-24 and 26-32, in part, embraced in above elected subject matter, 
are prosecuted in the case. Claims 1 , 3-17, 23-24 and 26-32, in part, not embraced in 



Application/Control Number: 1 0/551 ,200 Page 5 

Art Unit: 1626 

above elected subject matter, and 25 are withdrawn from further consideration pursuant 
to 37 CFR 1 .142(b), as being drawn to a nonelected invention. 

The requirement is still deemed proper and is therefor made FINAL. 

Claim Rejections - 35 USC §112 

5. The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and use the same and shall set forth the best mode contemplated by the inventor of carrying out 
his invention. 

Claims 1, 3-17, 23-24 and 26-32 are rejected under 35 U.S.C. 112, first 
paragraph, because the specification, while being enabling for the instant phosphate 
derivative compounds of phenolic hydroxyl compounds of formula (II), does not 
reasonably provide enablement for phosphate derivative compounds phenolic hydroxyl 
compounds of or their prodrugs without limitation (i.e., no named compounds or no 
formula), see claim 1 or 23. The specification does not enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make the invention 
commensurate in scope with these claims. 

In In re Wands, 8 USPQ2d 1400 (1988), factors to be considered in determining 
whether a disclosure meets the enablement requirement of 35 U.S.C. 112, first 
paragraph, have been described. They are: 

1 . the nature of the invention, 

2. the state of the prior art, 
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3. the predictability or lack thereof in the art, 

4. the amount of direction or guidance present, 

5. the presence or absence of working examples, 

6. the breadth of the claims, 

7. the quantity of experimentation needed, and 

8. the level of the skill in the art. 

In the instant case: 

The nature of the invention 

The nature of the invention is a phosphate derivative compounds of phenolic 
hydroxyl compounds or their prodrugs without limitation (i.e., no named compounds or 
no formula), see claim 1 and 23. 

The state of the prior art and the predictability or lack thereof in the art 

The state of the prior art is Pla i Rodas et al. CAS: 1 08:1 86992, it discloses 
similar phosphate compounds. 

The amount of direction or guidance present and the presence or absence 
of working examples 

The only direction or guidance present in the instant specification is the 
phosphate derivative compounds of phenolic hydroxyl compounds representing 
compounds of formula (II), see pages 4-5 of the specification. There is no data present 
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in the instant phosphate derivative compounds of phenolic hydroxyl compounds or their 
prodrugs, which are not limited. 

The breadth of the claims 

The instant breadth of the rejected claims is broader than the disclosure, 
specifically, the instant claims include any phosphate derivative compounds of phenolic 
hydroxyl compounds and their derivatives, which are not limited. 

The quantity or experimentation needed and the level of skill in the art 

While the level of the skill in the chemical arts is high, it would require 
undue experimentation of one of ordinary skill in the art to resolve any phosphate 
derivative compounds of phenolic hydroxyl compounds and their derivatives, whicht are 
not limited. There is no guidance or working examples present for constitutional any 
phosphate derivative compounds of phenolic hydroxyl compounds and their prodrugs, 
which are not limited. Incorporation of the limitation of the limitation of phosphate 
derivative compounds of phenolic hydroxyl compounds (i.e., formula (II)) into claim 1 , 
and deletion of the limitation "prodrug", would overcome this rejection. Dependent 
claims 3-17, 23-24 and 26-32 are also rejected along with claim 1 under 35 U.S.C. 112, 
first paragraph. 



Claim Rejections - 35 USC §112 

6. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 
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The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1 , 3-1 7, 23-24 and 26-32 are rejected under 35 U.S.C. 1 1 2, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

Claims 1 and 23 respectively recite the limitation "comprising", is indefinite and 
ambiguous, i.e., see line 1 of claim 1 . It is recited as a compound claim and use the 
term "comprising" which is open-ended, a compound claim cannot use open-ended 
language when defining the parameters of the compound, see M.P.E.P. 21 1 1 .03. By 
deleting "comprising" and inserting a term "consisting of the rejection would be 
overcome. 

Claims 4, 6-8 and 12-16 recites the limitation "a complexing agent", i.e., see lines 
2-3 in claim 4. There is insufficient antecedent basis for this limitation in the claim. 

Claims 6 and 12 and 14 respectively recite the limitation "R9 is R9(CO)", is 
indefinite and ambiguous, i.e., see line 1 3 of claim 6. It is unclear what the limitation of 
the variable R9 is. The limitation "R9 is R9(CO)" is not found in the original scope of the 
variable R9. Dependent claims 3-17, 23-24 and 26-32 are also rejected along with 
claim 1 under 35 U.S.C. 112, second paragraph. 

Claims Objection 

7. Claims 1, 3-17, 23-24 and 26-32 are objected to as containing non-elected 
subject matter, i.e., phosphate derivative compounds of phenolic hydroxyl compounds 
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other than formula (II), etc. It is suggested that applicants amend the claims to the 
scope of the elected subject matter as defined on the pages 2-3 supra. 

8. Claim 24 is objected to for being substantial duplicates of the claims from which 
they depend, i.e., claim 3. When two claims in an application are duplicates, or else are 
so close in content that they both cover the same thing, despite a slight difference in 
wording, it is proper after allowing one claim to reject the other as being a substantial 
duplicate of the allowed claim. M.P.E.P. 706.03(k). 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Rei-tsang Shiao whose telephone number is (571) 272- 
0707. The examiner can normally be reached on 8:30 AM - 5:00 PM. If attempts to 
reach the examiner by telephone are unsuccessful, the examiner's supervisor, Joseph 
K. McKane can be reached on (571 ) 272-0699. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from 

the Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
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Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/REI-TSANG SHIAO/ 

Rei-tsang Shiao, Ph.D. 
Primary Examiner 
Art Unit 1626 



January 22, 2009 



